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Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^| Responsive to communication(s) filed on 10/31/08 . 
2a )□ This action is FINAL. 2b)£3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^3 Claim(s) 1 and 5-9 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1 and 5-9 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) IZI The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 0 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This Action is in response to the amendment filed on 10/31/2008. No claims were 
amended, added or cancelled. Therefore, claims 1 and 5-9 are currently pending in the instant 
application. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 5, 6, and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Berger et al. (US 3,706,306). 

Regarding claim 1, Berger et al. discloses a one piece collection container assembly 
comprising an elongate tubular housing (19) having opposed first and second ends (see Figure 
5), a solid partition (25) forming a closed bottom positions within said housing between the first 
and second ends (see Figure 5), said housing defining a volume for specimen collection and 
containment therein between said first end and said partition (column 3, lines 55-60), said second 
end forming a false bottom comprising a bottom end below said partition comprising an annular 
skirt (side walls of tube 19) and a frustoconical bottom comprising an opening (at 38) therein 
(see column 5, lines 30-35). 

To the extent, if any, that a portion of the side walls of tube 19 cannot be considered to be 
part of said bottom end (i.e., because from Figure 5 it appears that the bottom of tube 25 is in line 
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with the frustoconical bottom and the instant invention claims the "bottom end" must lie below 
said partition), examiner contends that it would have been obvious to one of ordinary skill in the 
art to decrease the length of blood sample tube 25 such that the rounded bottom of the tube was 
located higher than the bottom of the outer tube 19 (so that the side walls of 19 could clearly be 
called an annular skirt included in the "bottom end") in order to decrease the volume of the blood 
sample tube without altering the outer dimensions of the container/syringe. In addition, it appears 
as though the device of Berger et al. would perform equally well with the length of the tube 25 
being shorter than the straight portion of tube 19. See also In re Rose, 220 F.2d 459, 463, 105 
USPQ 237, 240 (CCPA 1955), in which the court held that mere changes in size do not 
patentably distinguish an invention over the prior art. 

In addition, Berger et al. discloses a frustoconical bottom (21) as opposed to a semi- 
spherical bottom as claimed in claim 1 . However, Berger et al. discloses that other parts of the 
tube are semi-spherical and absent a critical teaching and/or a showing of unexpected results 
from making the bottom semi-spherical, examiner contends that it would have been an obvious 
design consideration to one of ordinary skill in the art at the time the invention was made to have 
made the bottom (21) of Berger et al. semi-spherical as a matter of manufacturing preference 
because the change involves a mere change in shape that would not patentably distinguish the 
invention over the prior art. Furthermore, it appears as though the device of Berger et al. would 
perform equally well with a semi-spherical bottom (21) because semi-spherical shapes are well 
known and commonly used in the art. 

Regarding claim 5, the partition disclosed by Berger et al. is arcuate in shape and has at 
least a partially rounded bottom portion (see Figure 5). 
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Regarding claim 6, the partition disclosed by Berger et al. can be considered conical (see 
Figure 5). 

Regarding claim 9, Berger et al. is silent as to the dimensions of the container. However, 
absent a critical teaching and/or showing of unexpected results from making the container the 
claimed dimensions, examiner contends that it is an obvious design consideration to one of 
ordinary skill in the art to make the Berger et al. container the claimed dimensions because those 
dimensions are commonly used for blood/specimen collection containers. In addition, it appears 
as though the device of Berger et al. would perform equally well with the claimed dimensions. 
See also In re Rose, 220 F.2d 459, 463, 105 USPQ 237, 240 (CCPA 1955), in which the court 
held that mere changes in size do not patentably distinguish an invention over the prior art. 

Claims 7 and 8 are rejected under 35 U.S. C. 103(a) as being unpatentable over Berger et 
al. as applied to claim 1 above, and further in view of Burns (US 5,458,854). Berger et al. 
discloses that the container is made of synthetic plastic material (column 3, line 45) but does not 
specifically disclose the claimed thermoplastic polymers. However, Burns discloses, in a 
blood/specimen collection container, a tube made of the claimed thermoplastic polymers 
(column 5, lines 43-50) so that the specimen may be readily viewed. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time of the invention to have made the 
container of Berger et al. from the thermoplastic polymers of Burns in order to allow the sample 
to be readily viewed. In addition, it appears as though the device of Berger et al. would perform 
equally well if made of a thermoplastic polymer. See also In re Leshin, 227 F.2d 197, 125 USPQ 
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416 (CCPA 1960), in which the selection of a material known for its suitability for a given 
purpose does not patentably distinguish an invention over the prior art. 


Response to Arguments 

Applicant's arguments filed 10/31/2008 have been fully considered but they are not 
persuasive. Applicant submit that Berger et al. fails to disclose three features: A solid partition, a 
false bottom, and a semi-spherical bottom. 

In response to applicant's argument that Berger et al. does not teach a solid partition 
because of the openings (29-32), examiner respectfully disagrees and points to column 4, lines 
20-40, in which Berger et al. clearly describes that the openings are sealed so that there is a solid 
partition (although examiner does not necessarily agree the entire tube must be a solid partition 
and the solid bottom part of tube 25 can be considered the solid partition). The seal strip is held 
on tube 25 until it is peeled away by a user in a controlled manner, which clearly reads on the 
instant apparatus claims. 

In response to applicant's arguments that Berger et al. does not teach a false bottom, 
examiner respectfully disagrees and points to Figure 5, in which it is clearly seen that at 
reference character 38 there is a false/open bottom (bottom portion tapers into an open false 
bottom in the exact same manner described by applicant in Figures 3-4 and on page 9). Liquid 
flows out of the false bottom of the instant invention as well so examiner is unsure why exactly 
applicant takes the position that there is no false bottom in Berger et al. Furthermore, one could 
take the position that the snap off bottom cup (20) makes the bottom a false bottom because it 
appears to be "closed" but by removing the bottom cup the bottom then becomes "open". 
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In response to applicant's arguments that the bottom of Berger et al. is not semi-spherical, 
examiner agrees but as discussed above, semi-spherical is a well known and commonly used 
shape in the art and it would have been obvious to change the frustoconical bottom of Berger et 
al. to a semi-spherical shape. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTEN C. MATTER whose telephone number is (571)272- 
5270. The examiner can normally be reached on Monday - Friday 9-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Danton DeMille/ /Kristen C. Matter/ 

Primary Examiner Examiner, Art Unit 377 1 


